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Mr. A 2. Power
Nutritional Liie SupportSystems
10020 Pioneer Boulevard#105
Santa Fe Springs, California90670

Dear Mr. Power
.

I%is is in nxponse to your lettersof January9 and February 20,1996 making a submisdon to the
Foodand Drug Adminktmtion @DA)pursuant to seetion 403(r)(@ of the Federal FOWLDreg,
and CosmeticAet (the act). Yoursubmissionstates that you are making the followingstatammt
of nutritiodtd%npportfor the pmduet ‘%ungClear? e-.

Specialherbs in tins fonmda have been used traditionally in the Orientto help expel
mucus and clear infixtions in the lungs, throat and sinuses.

We would point out that section403(r)(@of the aet makes olear that a statement includedin
Meling under the authorityof that seetionmay not claim to diagnosq mitigate+~ eurq or
pmventaspeeific diseaseor class of dkases. The statement that youammaking for’’Lung
Clead’ suggests that this pmduot is intendedto treat or mitigate diseasq in that it evidenmsthat
thepmduot is intendedto “helpexpelmucus and clear infections in the lungs, throat and
sinuses.” Therefoxejthis claim doesnot meet the requirements of seetion403(r)@) of the aet .

. .-Thisclaim .~ests that this produotis intended for othekthan f- use withintherneaning of
. &otion201(’g)of the actandthat it is subject to reguktionundcxthe drug previsions of the act.

Fuithennmq it appearsthat this productis intended for drug use within the meaningof section
201(@(l)(’B)of the ad.

If you intend to make claims of this naturq you shotdd eontaet FDA’s Center for Drug
Evaluation and Research(CDER),Mice of Complianq HFD-31O,7520 StandiskPlaeq
Roelwille, Maryland20855.

Sineemly yours,
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John Gordon
Acting Mreetor,
DivHon of Programs and

Enforcement Policy
Office of Special Nutritional
Center for Food Safety
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